Weight management medications (WMM) are underutilized as an adjunct to behavioral and lifestyle interventions. In fiscal years 2014-2015, a total of approximately 2500 veterans-a mere 2% of veterans receiving care from the Veterans Health Administration (VHA)-eligible for a WMM received a prescription for one. A State of the Art Conference on Weight Management workgroup, focused on pharmacotherapy, developed evidence-based recommendations and strategies to foster the appropriate use of WMM in the VHA. The workgroup identified patient, prescriber, and health system barriers to and facilitators for prescribing WMM. Barriers included patient and provider concerns about medication safety and efficacy, limited involvement of primary care, restrictive medication criteria for use (CFU), and skepticism among providers regarding the safety and efficacy of WMM and the perception of obesity as a disease. Potential facilitators for removing barriers included patient and provider education about WMM and the health benefits of weight loss, increased engagement of primary care providers in weight management, relaxation of the CFU, and creation of a system to help patients navigate through weight management treatment options. Several research questions were framed with regard to WMM in general, and specifically to the care of obese veterans. While some of the workgroup's conclusions reflect issues specific to the VHA, many are likely to be applicable to other health organizations. 2 )-a total of nearly four million veterans. 1 The potential health implications of this epidemic for veterans and the associated costs for the VHA are staggering. And, as with the general population, the traditional medical model has failed to offer successful long-term treatment. One reason for this failure is a perceived lack of safe and effective pharmacotherapy, likely attributable to the complex etiology of excess weight, overlapping appetite regulation systems in the human body, and the infamous history of weight management medications (WMM).
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BACKGROUND
The obesity epidemic among U.S. veterans likely exceeds that in the general population. Forty percent of veterans receiving care from the Veterans Health Administration (VHA) are obese (a BMI of 30 kg/m 2 or greater), and another 38.5% are overweight (a BMI ≥25 kg/m 2 and <30 kg/m 2 )-a total of nearly four million veterans. 1 The potential health implications of this epidemic for veterans and the associated costs for the VHA are staggering. And, as with the general population, the traditional medical model has failed to offer successful long-term treatment. One reason for this failure is a perceived lack of safe and effective pharmacotherapy, likely attributable to the complex etiology of excess weight, overlapping appetite regulation systems in the human body, and the infamous history of weight management medications (WMM).
This pattern is borne out in recent VHA statistics. In fiscal years (FY) 2014 and 2015, 2508 and 2528 veterans receiving care from the VHA were prescribed a Food and Drug Administration (FDA)-approved WMM (orlistat, phentermine, phentermine/topiramate, or lorcaserin), respectively. That equates to less than 2% of the 135,000 veterans seen in the VHA's MOVE! weight management program in FY2015, and less than 0.1% of veterans eligible for MOVE!. 2, 3 Not only has the use of WMM been low in the recent past; it has actually decreased since 2010, when nearly 4000 veterans were prescribed a WMM (mostly orlistat). 4 Given the prevalence of overweight and obesity among veterans, it would thus appear that WMM are underutilized within the VHA. This pattern of underuse is surprising, considering the widespread availability of a supportive behavioral program, MOVE!, and the recent FDA approval of four WMM.
Underuse of WMM, however, is not limited to the VHA. A recent national study found that only 1% of obese U.S. individuals filled a prescription for a weight management drug Published online March 7, 2017 S70 over a 4-year period. 5 And between 1991 and 2011, with the exception of phentermine, the prescribing of WMM declined. 6, 7 The absence of physician training in pharmacotherapy for obesity, coupled with impediments in our health care system (lack of insurance coverage for WMM, limited patient-provider time for discussing interventions), limit providers' ability to achieve optimal outcomes in patients with obesity. Conversely, it is estimated that 30% of obese U.S. adults have used dietary supplements for weight loss, resulting in more than 23,000 emergency department visits annually. 8, 9 The underuse of effective drugs and overuse of unproven supplements for weight loss underscores the need for a reappraisal of pharmacotherapeutic strategies for combating obesity.
Clinical practice guidelines for the management of overweight and obese adults, including those put forth by the VHA and Department of Defense, are in agreement that the place of pharmacotherapy in weight management should follow FDA label indications. Pharmacotherapy is recommended as an adjunct to behavior and lifestyle interventions. 1, [10] [11] [12] None of the WMM are on the VA National Formulary (VANF). All drugs are available through the non-formulary drug request process (i.e., prior authorization), provided that the veteran meets the requested drug's criteria for use (CFU). Common to all CFU are that the veteran must 1) meet the FDA label indications with respect to BMI ± the presence of comorbidities, 2) be enrolled and participating in MOVE!, and 3) achieve a specific weight loss criterion (often found in the drug's labeling) in order to continue the medication. The absence of a WMM on the VANF is not unique to the VHA, and likely reflects their cost, perceived benefit, and safety concerns. In the VHA, the employment of CFU is an effort to limit access to WMM to those patients most likely to benefit, while at the same time containing costs.
HSR&D STATE OF THE ART CONFERENCE ON WEIGHT MANAGEMENT
A VHA Weight Management State of the Art Conference (SOTA) was designed to bring together VHA and non-VHA experts in weight management, with the goal of synthesizing what we know and what we need to know about weight management within the VHA and the larger health care community. Specifically, the SOTA addressed patient-, provider-, and system-level barriers and facilitators to bariatric surgery, comprehensive lifestyle interventions, and approved pharmacotherapies. The SOTA sought consensus where evidence was found to be sufficient and identified gaps where evidence was conflicting or lacking. It sought to define and develop a research agenda to address conflicts/ gaps. Also, based on the evidence, the SOTA participants were tasked with drafting recommendations/strategies to assist the VHA in implementing and improving weight management programs and outcomes. Pharmacotherapy was one of three workgroups convened as part of the SOTA; the other two addressed behavioral and surgical interventions. The workgroup comprised ten physicians (seven experts in obesity, two internists, and one psychiatrist), two psychologists, and a pharmacist from within and outside the VHA. The workgroup was charged with considering four key questions regarding pharmacotherapy for weight management:
1. What are the patient and health system barriers and facilitators to prescribing WMM for obese VHA patients? 2. In which patients has the addition of WMM proven effective in enhancing weight loss compared to standard care? 3. What is the average effect of WMM on weight? What factors affect the selection of a WMM for a patient? 4. What are the key research questions the VHA should address regarding WMM for weight management?
The workgroup was given a reading list of literature relevant to the topic. We conducted six conference calls to address each key question in preparation for the 2-day SOTA, which convened all three workgroups to share their findings and formulate recommendations.
For key question #1, the workgroup identified concerns about medication safety and efficacy, confusion about the role of medication relative to other therapies, and questions about the individual contraindications for each medication as patient barriers. Factors that were considered potential facilitators of patient acceptance were education regarding available medications and a shared decision-making approach to selecting treatment options. Health system barriers included overly restrictive CFU and inconsistent interpretation across the VHA, and a lack of universal acceptance of obesity as a chronic disease. Strategies for enhancing appropriate prescribing by VHA providers included the following: revising the CFU to be more flexible as to when a drug could be initiated-specifically, sooner than the required 90-day enrollment in MOVE!; educating health care professionals and administrators regarding the characterization of obesity as a chronic condition requiring longterm management; developing and instituting better identification and tracking of patients who do not respond to behavioral and lifestyle interventions; and compiling data on the costs of pharmacotherapy relative to the benefits of additional weight loss. A critical, intrinsic benefit to the VA system with regard to use of adjunctive WMM is the widespread availability of a standardized behavioral weight loss program, MOVE!. This program provides a large-scale multidisciplinary context to support prescribing by primary care practitioners, as opposed to non-VA systems, in which availability of adjunctive behavioral programs may be inconsistent or unavailable.
For key question #2, the workgroup was unanimous in its view that WMM should be prescribed only for patients who meet the FDA labeling indications, including minimum BMI requirements, and should not be used in isolation, but rather as an adjunct to behavioral and lifestyle modifications. The workgroup agreed that it was not possible to predict which patients would respond to WMM or to a specific medication. However, those who did not respond would be detectable early in the course of treatment, e.g., by 12 weeks, and such patients should discontinue the medication, be re-evaluated, and be considered for another medication or alternative or enhanced treatment modalities. 1, [10] [11] [12] Key question #3 was addressed, in part, using the findings from clinical trials, systematic reviews and metaanalyses. [13] [14] [15] [16] [17] [18] [19] [20] [21] [22] [23] [24] [25] [26] [27] At 12 months after initiation of treatment, adjunct pharmacotherapy resulted in moderate additional weight loss compared to behavioral and lifestyle interventions alone, with a significantly greater proportion of patients losing 5 or 10% of total body weight. These findings were recently confirmed in another systematic review and metaanalysis. 28 Ranking the drug products by mean placebosubtracted weight loss and odds of achieving ≥5% weight loss compared to placebo suggests that a phenterminetopiramate combination results in the greatest weight loss (−8.8 kg; OR 9.1, 95% CI 7.68-10.78) and orlistat the least (−2.63 kg; OR 2.69, 95% CI 2.36-3.07). 28 Comorbidities and drug-drug interactions are factors that influence drug selection, e.g., avoiding phentermine in patients with hypertension and avoiding lorcaserin in patients taking drugs affecting serotonin or dopamine. The Risk Evaluation and Mitigation Strategy (REMS) program for phentermine/ topiramate initially limited veterans' access to the product, as it utilized specialty pharmacy dispensing. Access was increased when VHA pharmacies became eligible to dispense the combination product.
The VHA CFU for weight management medications requires that a veteran be enrolled and an active participant in MOVE! for at least 3 months and that the patient's weight loss with diet, exercise, and behavioral intervention has stopped or plateaued. The workgroup concluded that these requirements were not evidence-based. In the phase 3 clinical trials, medication was started simultaneously with diet and lifestyle intervention. Hence, if following the VHA CFU, the weight loss realized by veterans may not be of the same magnitude at 12 weeks as that recommended by a drug's product label. There are other potential reasons that degree of weight loss achieved by veterans may be different from that seen in clinical trials, including demographic differences between populations (e.g., VHA population less likely to be female).
Key question #4 identified three areas of research need. The first is identifying patient factors that predict response to WMM, including age, gender, level of obesity, comorbidities, and previous weight loss history and interventions. The second is collecting data on outcomes after more than 2 years of weight management intervention, including quality of life, effects on comorbidities (e.g., cardiovascular and diabetes outcomes), and medication safety, in order to analyze the benefits, harms, and cost effectiveness of weight management pharmacotherapy. The third need is studying the impact of the unique weight management problems faced by veterans, including mental health conditions such as PTSD and high levels of concomitant psychotropic medications use. 29 In addition, studies in the veteran population are needed to identify the best starting point for introducing pharmacotherapy, the most effective adjunctive behavioral treatments, and the role of intermittent vs. continuous therapy as well as duration of treatment.
RECOMMENDATIONS TO INCREASE APPROPRIATE USE OF WEIGHT MANAGEMENT MEDICATIONS IN VHA
The workgroup provided several recommendations to facilitate the appropriate prescribing of WMM. Some of these can be implemented in a short time frame through changes in policy and guidance, while others require education and outreach to both patients and health care providers. The VHA's Pharmacy Benefits Management (PBM) has revised the CFU for all WMM by eliminating the requirement that the veteran be enrolled in MOVE! for at least 3 months and that their weight loss has plateaued prior to starting a drug. Instead, veterans must be participating in a clinically supported weight management program that targets all three aspects of weight management (i.e., diet, physical activity, behavioral changes) through MOVE! or a similar, non-VHA program. The intent is to allow prescribers to start a medication when the patient is ready, to recognize that MOVE! programs cannot accommodate all veterans interested in losing weight, and that not all MOVE! programs have access to physicians who can prescribe WMM. The change would also allow more primary care and specialty providers (endocrinologists, psychiatrists) to prescribe WMM to veterans. Clinical pharmacists in the VHA have expanded their scope of practice, and many are involved in MOVE! or other specialty clinics, with a large proportion practicing in primary care as members of the Patient Aligned Care Team (PACT). A potential role for PACT pharmacists would be to serve as a liaison between PACT physicians (prescribers) and MOVE! or patients utilizing non-VA weight management programs/resources. It is not known what the actual demand for weight management pharmacotherapy among veterans would be if there were improved access to treatment and fewer barriers to prescription, nor is it known how changes in the CFU will impact prescribing. In both the VHA and the private sector, obesity has deleterious effects that permeate patients' lives and tax health care resources. There is no magic pill to melt away the pounds; however, adjunctive pharmacotherapy provided through a supportive and collaborative effort between patient, pharmacist, and medical and behavioral health care providers can enhance the likelihood of clinically meaningful weight loss and improved health.
